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Clinical Research Ethics Board (CREB)
3rd Floor – Kenning Wing, Memorial Pavilion

Royal Jubilee Hospital

1952 Bay Street

Victoria, BC  V8R 1J8

Phone:  250-370-8620  Fax:  250-519-1878



Submission Requirements for Clinical Research and Ethical Review
Includes clinical trials of drugs, medical devices and natural health products
	Please include the following in your submission package

	 FORMCHECKBOX 
  One (1) original signed copy of the completed CREB Request for Research and Ethical Review form

 FORMCHECKBOX 
  Four (4) photocopies of the CREB Request for Research and Ethical Review form

 FORMCHECKBOX 

Twelve (12) copies of the Protocol Synopsis
 FORMCHECKBOX 

Twelve (12) copies of Informed Consent Forms and Assent Forms (if applicable)

 FORMCHECKBOX 

One (1) copy of Health Canada’s Qualified Investigator Undertaking form

 FORMCHECKBOX 

Payment of the REB review fee for commercially sponsored trials or confirmation that fee has been sent directly to the Karen Coles, Acting Regional Manager, Research & Academic Development

Five (5) copies each of:

 FORMCHECKBOX 

Research Protocol

 FORMCHECKBOX 

Investigator’s Brochure, Device Manual or Product Monograph

 FORMCHECKBOX 

Data Safety Monitoring reports (if available)

 FORMCHECKBOX 

Health Canada’s ‘No Objection Letter’

 FORMCHECKBOX 

Letters of approval from all VIHA involved departments (if approval not noted in application form)

 FORMCHECKBOX 

All recruitment materials, including flyers, posters, letters of initial contact, follow-up correspondence or scripts

 FORMCHECKBOX 

All data collection instruments, including questionnaires and interview scripts. (For standardized research instruments, full reference to published manuals is acceptable).

 FORMCHECKBOX 

Any other subject handouts

If applicable/available five (5) copies each of:

 FORMCHECKBOX 

Scientific/peer review reports

 FORMCHECKBOX 

Certificates/letters of approval from other REBs

 FORMCHECKBOX 
  PI’s Curriculum Vitae if not already on file

 FORMCHECKBOX 

PI’s current license to practice if not already on file


Submissions can be mailed or hand-delivered to:
Room 304 – Memorial Pavilion, Kenning Wing

Royal Jubilee Hospital
1952 Bay Street

Victoria, BC, V8R 1J8

Handwritten applications will not be accepted.

If you have any questions, please contact our office at:  250-370-8620
CLINICAL RESEARCH ETHICS BOARD (CREB)

REQUEST FOR RESEARCH AND ETHICAL REVIEW FORM
	1.  
PRINCIPAL INVESTIGATOR (Local Site Investigator)

Name:        
Position:       
Department/Program/Company/Institution:

     
Email:       

	2.
PRIMARY CONTACT FOR ALL CORRESPONDENCE

Name:        

Title:       
Address:       
City and Province:      
Postal Code:      
Telephone:       
Fax:       
Email:       

	3.     PROTOCOL FULL TITLE WITH PROTOCOL NUMBER  + ACRONYM (if applicable)  


     

	

	4.
PRINCIPAL INVESTIGATOR ATTESTATION: I agree to abide by the Tri-Council Policy Statement Ethical Conduct of Research Involving Humans & the International Conference on Harmonization-Good Clinical Practices (ICH-GCP)
Signature _________________________________   Date _____________________


	5.  PRINCIPAL INVESTIGATOR’S DEPARTMENT HEAD: I am aware of and authorize this research to proceed.
Print Name _____________________________  Title ____________________________  Signature  ____________________________  Date_______________________


	6. CO-INVESTIGATOR(S): 

Provide the names, research roles and affiliations of all co-investigators, as well as other personnel, such as the Study Coordinator and research assistants:

Name
Role                                                           Affiliation

i)      
     
     
ii)      
     
     
iii)      
     
     
Additional Personnel:       


	7. CO-INVESTIGATOR(S) ATTESTATION: I agree to abide by the Tri-Council Policy Statement Ethical Conduct of Research Involving Humans & the International Conference on Harmonization-Good Clinical Practices (ICH-GCP)
i)  Signature _________________________________   Date __________________
ii) Signature _________________________________   Date __________________
iii)Signature _________________________________   Date __________________


	8.
CATEGORY OF RESEARCH

 FORMCHECKBOX 
 Clinical Trial
 FORMCHECKBOX 
  Phase  1
 FORMCHECKBOX 
  Phase 2
 FORMCHECKBOX 
  Phase 3
 FORMCHECKBOX 
  Phase 4

 FORMCHECKBOX 
 Registry

 FORMCHECKBOX 
 Observational

 FORMCHECKBOX 
 Other - describe:       

	9. STUDY INTERVENTIONS: What study tests are in addition to standard-of-care? e.g., extra blood draw, special blood poke, x-rays, MRIs, fasting, etc.

     

	10.    HAS THIS RESEARCH UNDERGONE SCIENTIFIC PEER REVIEW? 

 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

10b.
IF YES, ATTACH REPORT  

     

	11.  
WHAT VIHA FACILITIES AND/OR RESOURCES WILL BE USED?


(check each line)
	11b.
APPROVALS 
	11c. 
FINANCIAL SERVICE AGREEMENT (to include financial or in-kind contribution

	
DEPARTMENT
	Yes
	No
	Names & Approval Signatures (may be attached)
	Yes
	No
	N/A

	Patient Care Units (list separately if more than one unit is impacted)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Operating Rooms
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Pharmacy
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Medical Imaging
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Health Records
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Laboratory Services
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Electrodiagnostics
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Other
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	


	12.
IS THIS RESEARCH INVESTIGATOR-INITIATED?
 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No


 If yes, please contact Karen Coles, Acting Manager, Research & Academic Development to confirm any other study requirements and obtain signature.  
                                                         Signature _________________________________   Date _____________________

	13. IS THIS RESEARCH FUNDED? 
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No


13b. IF YES, LIST SOURCE(S) OF FUNDING OR IDENTIFY SPONSOR:       

	14.
STUDY BUDGET
 FORMCHECKBOX 
  Attached 
 FORMCHECKBOX 
  Submitted with contract


	15.
RECRUITMENT OF RESEARCH SUBJECTS: Describe the study recruitment procedures including;
i) Identify the source documents that will be used to identify potential subjects and indicate who will access these documents to identify potential subjects:

     
ii) Indicate how recruitment will be performed (check all that apply): 


 FORMCHECKBOX 
 in-person 
 FORMCHECKBOX 
 telephone 
 FORMCHECKBOX 
 letter 
 FORMCHECKBOX 
 email


 FORMCHECKBOX 
 advertisement 
 FORMCHECKBOX 
 posters//flyers
 FORMCHECKBOX 
 other (describe):       

iii) Describe who will make the initial contact with potential subjects (e.g. PI, assistant, third party):

     
iv) Provide a detailed, sequential description of the recruitment procedure:

     

	16.
FREE AND INFORMED CONSENT

16a.  Identify how consent will be obtained: 
 FORMCHECKBOX 
 
Initial verbal explanation and signed consent form

 FORMCHECKBOX 

Letter of information and signed consent form 

 FORMCHECKBOX 

Letter of information and verbal consent; Explain why written consent is not possible and how verbal consent will be documented:       
 FORMCHECKBOX 

Implied consent

 FORMCHECKBOX 

Other means; Describe:       
 FORMCHECKBOX 

Initial waiver of consent for emergency research but consent will be obtained as soon as possible
Explain:       
16b.
If some or all of the subjects will be cognitively impaired, describe how capacity for consent will be determined:

     
16c.
Will consent be sought from someone other than the research subject (e.g., parent, guardian, legally authorized representative)?

 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

16d.   If yes, describe the sequential steps that will be followed in obtaining informed consent:
     

	17.
CONFLICT OF INTEREST

17a.
Is the PI or any of the research team members in a perceived, actual or potential conflict of interest regarding this research project (e.g. in relation to participants, partners in research, private interests)?

 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

17b. 
If yes, describe the conflict of interest and how it will be addressed:

     

	18.
HAS THIS PROTOCOL BEEN APPROVED BY ANOTHER RESEARCH ETHICS BOARD? (e.g., UBC, BC Cancer Agency)


 FORMCHECKBOX 
  Yes    Name of other REBs:        

Please attach copies of their approvals. VIHA CREB reserves the right to contact other REBs that have reviewed this research study.



 FORMCHECKBOX 
  No
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